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(ii) Compliance with the containment
requirements described in §725.422, in-
cluding the provision in paragraph
(a)(3) of this section.

(5) The site of waste disposal and the
type of permits for disposal, the permit
numbers and the institutions issuing
the permits.

(6) The certification statement re-
quired in §725.25(b). Certification of
submission of test data is not required
for the Tier I exemption.

§725.426 Applicability of the Tier I ex-
emption.

The Tier I exemption under §725.424
applies only to a manufacturer or im-
porter of a new microorganism that
certifies that the microorganism will
be used in all cases in compliance with
§§725.420, 725.421, and 725.422.

§725.428 Requirements for the Tier II
exemption.

The manufacturer or importer of a
new microorganism for commercial
purposes may submit to EPA a Tier II
exemption request in lieu of a MCAN
under subpart D of this part if all of
the following conditions are met:

(a) The recipient microorganism is
listed in and meets any requirements
specified in §725.420.

(b) The introduced genetic material
meets the criteria under §725.421.

(c) Adequate physical containment
and control technologies are used. The
criteria listed under §725.422 for phys-
ical containment and control tech-
nologies of facilities should be used as
guidance to satisfy the Tier II exemp-
tion request data requirements listed
at §725.455(d). EPA will review proposed
process and containment procedures as
part of the submission for a Tier II ex-
emption under this section.

§725.450 Procedural requirements for
the Tier II exemption.

General requirements for all submis-
sions under this part are contained in
§725.25. In addition, the following re-
quirements apply to requests sub-
mitted under this subpart:

(a) Prenotice consultation. EPA
strongly suggests that for a Tier II ex-
emption, the submitter contact the
Agency for a prenotice consultation re-
garding eligibility for the exemption.

§725.455

(b) When to submit the Tier II exemp-
tion request. Each person who is eligible
to submit a Tier II exemption request
under this subpart must submit the re-
quest at least 45 calendar days before
the person intends to commence manu-
facture or import.

(c) Contents of the Tier II exemption re-
quest. Bach person who submits a re-
quest under this subpart must provide
the information described in §§725.428
and 725.455, as well as information
known to or reasonably ascertainable
by the person that would permit EPA
to determine that use of the micro-
organism, under the conditions speci-
fied in the request, will not present an
unreasonable risk of injury to health
or the environment.

(d) Recordkeeping. Each person who
submits a request under this subpart
must comply with the recordkeeping
requirements of §725.65. In addition,
the submitter should maintain records
which contain information that
verifies compliance with the following:

(1) The certifications made in the re-
quest.

(2) All the eligibility criteria for the
Tier IT exemption request including the
criteria for the recipient microorga-
nism, the introduced genetic material,
the physical containment and control
technologies.

§725.455 Information to be included in
the Tier II exemption request.

The submitter must indicate clearly
that the submission is a Tier II exemp-
tion request for a microorganism in-
stead of the MCAN under subpart D of
this part and must submit the fol-
lowing information:

(a) Submitter identification. (1) The
name and headquarters address of the
submitter.

(2) The name, address, and office tele-
phone number (including area code) of
the principal technical contact rep-
resenting the submitter.

(b) Microorganism identity information.
(1) Identification (genus, species, and
strain) of the recipient microorganism.
Genus, species designation should be
substantiated by a letter from a cul-
ture collection or a brief summary of
the results of tests conducted for taxo-
nomic identification.

613



		Superintendent of Documents
	2014-08-27T09:49:44-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




